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Cervical Dilating Balloon
Procedure Pack

DESCRIPTIO

m|devices Cervical Dilating Balloon Procedure Pack has been specifically designed with clinicians to support the insertion of the
m|devices Cervical Dilating Balloon. The sterile pack provides all of the necessary items used for this procedure, from the sterile field for
the setup trolley through to the inclusion of the m|devices Cervical Dilating Balloon, assisting the clinician with maintaining infection
control principles, eliminating collection times and significantly reducing individual packaging waste.

The mldevices Cervical Dilating Balloon features a round closed distal end which meets infection control principles by maintaining a
closed system and clear markings for balloon capacity on the balloon lumen and printed batch have all been considered to assist the
clinician with ease of use. High contrast position markings have been printed on the shaft to assist clinicians with the placement of the
Cervical Dilating Balloon.
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PRODUCT DA

Contents:

1 x Sterile Field 55gsm 120x120cm: CPE

1 x Blue rectangle tray:PS

2 x 2.7g Lubricating gel sterile: Glycerol and Sodium hydroxide

4 x 20mL Syringe Luer Lock: PP

1 x 25¢cm Sponge Forceps (Rampley): Stainless steel

2 x 120mL Gallipots: Modified PP

1 x mldevices Cervical Dilating Balloon 80mL 20Fr

40cm: Silicone and PVC NRV

1 x XRD Gauze Swab 10x10cm 8 ply (5): cotton with X-Ray detectable filaments
1x 15cm Clear Plastic Forceps: ABS

1 x Securement Device 8.5x 12.5cm: Non-woven fabric, velcro, acrylic adhesive and glassine
paper

1 x Pouch insert: Paper

¢ ARTG Number: 324486 ¢ Not Made with Natural
¢ Shelf life: 3 Years Rubber Latex
e EO Sterilisation

TANDARDS

¢ IS0 14971:2019 Medical devices — Application of risk management to medical
devices
¢ [SO 11135:2014 Sterilisation of health-care products EO
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